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DETAILED ACTION 

Information Disclosure Statement 

1 . The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1.98(b) requires a list of all patents, publications, or other information 
submitted for consideration by the Office, and MPEP § 609.04(a) states, "the list may not be 
incorporated into the specification but must be submitted in a separate paper." Therefore, unless 
the references have been cited by the examiner on form PTO-892, they have not been 
considered. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

3. Claims 87-107 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

4. At line 4 of claim 87, the pronoun "its" is used. However, one cannot be certain to what 

the pronoun is intended to refer. Hence, the claim is rendered unclear and indefinite. Upon 
rejection of claim 87, any claim depending from claim 87 is also rejected. 

5. Regarding claims 90-95, 97 and 99-107, the phrase "preferably" renders the claim 
indefinite because it is unclear whether the limitations following the phrase are part of the 
claimed invention. See MPEP § 2173.05(d). 
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6. Regarding claims 90, 92-95, 97, 100, 101, 103-105 and 107, the phrase "advantageously" 
renders the claim indefinite because it is unclear whether the limitations following the phrase are 
part of the claimed invention. See MPEP § 2173.05(d). 

7. A broad range or limitation together with a narrow range or limitation that falls within the 
broad range or limitation (in the same claim) is considered indefinite, since the resulting claim 
does not clearly set forth the metes and bounds of the patent protection desired. See MPEP § 
2173.05(c). Note the explanation given by the Board of Patent Appeals and Interferences in Ex 
parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as to where broad language is 
followed by "such as" and then narrow language. The Board stated that this can render a claim 
indefinite by raising a question or doubt as to whether the feature introduced by such language is 
(a) merely exemplary of the remainder of the claim, and therefore not required, or (b) a required 
feature of the claims. Note also, for example, the decisions of Ex parte Steigewald, 131 

USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 
86 USPQ 481 (Bd. App. 1949). In the present instance, claim 90 recites the broad recitation "the 
leading edge portion extends in a direction at an angle in the range of 1° to 90° relative to an 
axial direction defined by the main central axis", and the claim also recites "the leading edge 
portion extends in a direction at an angle in the range of 30° to 90° relative to an axial direction 
defined by the main central axis" and "the leading edge portion extends in a direction at an angle 
of approximately 60° relative to an axial direction defined by the main central axis" which both 
are narrower statements of the original range/limitation. 



Application/Control Number: 10/590,866 Page 4 

Art Unit: 3736 

8. Regarding claims 91, 92, 94, 96, 97, 99, 101 and 102, the phrase "alternatively" renders 
the claim indefinite because it is unclear whether the limitations following the phrase are part of 
the claimed invention. See MPEP § 2173.05(d). 

9. A broad range or limitation together with a narrow range or limitation that falls within the 
broad range or limitation (in the same claim) is considered indefinite, since the resulting claim 
does not clearly set forth the metes and bounds of the patent protection desired. See MPEP § 
2173.05(c). Note the explanation given by the Board of Patent Appeals and Interferences in Ex 
parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as to where broad language is 
followed by "such as" and then narrow language. The Board stated that this can render a claim 
indefinite by raising a question or doubt as to whether the feature introduced by such language is 
(a) merely exemplary of the remainder of the claim, and therefore not required, or (b) a required 
feature of the claims. Note also, for example, the decisions of Ex parte Steigewald, 131 

USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 
86 USPQ 481 (Bd. App. 1949). In the present instance, claim 91 recites the broad recitation "the 
first surface portion of the terminal member is planar", and the claim also recites "the first 
surface portion of the terminal member is convex in a longitudinal direction relative to the main 
central axis"; "the first surface portion of the terminal member is concave in a longitudinal 
direction relative to the main central axis" and "the first surface portion of the terminal member 
is sequentially convex and concave in a longitudinal direction relative to the main central axis" 
which all are narrower statements of the original range/limitation. Upon rejection of claim 91, 
any claim depending from claim 91 is also rejected. 
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10. Claim 92 recites the limitation "a distal portion" in line 1 . Prior to this recitation a distal 
leading edge portion is disclosed. It is unclear if the limitation intends to refer to the distal 
leading edge portion previously disclosed or if the limitation intends to introduce another distal 
portion, rendering the claim indefinite. 

11. A broad range or limitation together with a narrow range or limitation that falls within the 
broad range or limitation (in the same claim) is considered indefinite, since the resulting claim 
does not clearly set forth the metes and bounds of the patent protection desired. See MPEP § 
2173.05(c). Note the explanation given by the Board of Patent Appeals and Interferences in Ex 
parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as to where broad language is 
followed by "such as" and then narrow language. The Board stated that this can render a claim 
indefinite by raising a question or doubt as to whether the feature introduced by such language is 
(a) merely exemplary of the remainder of the claim, and therefore not required, or (b) a required 
feature of the claims. Note also, for example, the decisions of Ex parte Steigewald, 131 

USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 
86 USPQ 481 (Bd. App. 1949). In the present instance, claim 92 recites the broad recitation "the 
second surface portion of the terminal member is planar", and the claim also recites "the second 
surface portion of the terminal member is convex in a longitudinal direction relative to the main 
central axis"; "the second surface portion of the terminal member is concave in a longitudinal 
direction relative to the main central axis" and "the second surface portion of the terminal 
member is sequentially convex and concave in a longitudinal direction relative to the main 
central axis" which are all narrower statements of the original range/limitation. 
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12. A broad range or limitation together with a narrow range or limitation that falls within the 
broad range or limitation (in the same claim) is considered indefinite, since the resulting claim 
does not clearly set forth the metes and bounds of the patent protection desired. See MPEP § 
2173.05(c). Note the explanation given by the Board of Patent Appeals and Interferences in Ex 
parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as to where broad language is 
followed by "such as" and then narrow language. The Board stated that this can render a claim 
indefinite by raising a question or doubt as to whether the feature introduced by such language is 
(a) merely exemplary of the remainder of the claim, and therefore not required, or (b) a required 
feature of the claims. Note also, for example, the decisions of Ex parte Steigewald, 131 

USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 
86 USPQ 481 (Bd. App. 1949). In the present instance, claim 93 recites the broad recitation "the 
first and second surface portions of the terminal member define an included angle in the range of 
1° to 179°", and the claim also recites "first and second surface portions of the terminal member 
define an included angle in the range of 5° to 90°" and "the first and second surface portions of 
the terminal member define an included angle of approximately 15°" which both are narrower 
statements of the original range/limitation. 

13. Regarding claim 95, the phrase "ideally" renders the claim indefinite because it is unclear 
whether the limitations following the phrase are part of the claimed invention. See MPEP 

§ 2173.05(d). 

14. A broad range or limitation together with a narrow range or limitation that falls within the 
broad range or limitation (in the same claim) is considered indefinite, since the resulting claim 
does not clearly set forth the metes and bounds of the patent protection desired. See MPEP § 
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2173.05(c). Note the explanation given by the Board of Patent Appeals and Interferences in Ex 
parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as to where broad language is 
followed by "such as" and then narrow language. The Board stated that this can render a claim 
indefinite by raising a question or doubt as to whether the feature introduced by such language is 
(a) merely exemplary of the remainder of the claim, and therefore not required, or (b) a required 
feature of the claims. Note also, for example, the decisions of Ex parte Steigewald, 131 
USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 
86 USPQ 481 (Bd. App. 1949). In the present instance, claim 95 recites the broad recitation "the 
third and fourth surface portions of the terminal member define an included angle in the range of 
r to 179°", and the claim also recites "third and fourth surface portions of the terminal member 
define an included angle in the range of 5° to 90°" and "the third and fourth surface portions of 
the terminal member define an included angle of approximately 15°" which both are narrower 
statements of the original range/limitation. 

15. A broad range or limitation together with a narrow range or limitation that falls within the 
broad range or limitation (in the same claim) is considered indefinite, since the resulting claim 
does not clearly set forth the metes and bounds of the patent protection desired. See MPEP § 
2173.05(c). Note the explanation given by the Board of Patent Appeals and Interferences in Ex 
parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as to where broad language is 
followed by "such as" and then narrow language. The Board stated that this can render a claim 
indefinite by raising a question or doubt as to whether the feature introduced by such language is 
(a) merely exemplary of the remainder of the claim, and therefore not required, or (b) a required 
feature of the claims. Note also, for example, the decisions of Ex parte Steigewald, 131 
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USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 
86 USPQ 481 (Bd. App. 1949). In the present instance, claim 96 recites the broad recitation "the 
third surface portion of the terminal member is convex in a longitudinal direction relative to the 
main central axis", and the claim also recites "the third surface portion of the terminal member is 
concave in a longitudinal direction relative to the main central axis" and "the third surface 
portion of the terminal member is sequentially convex and concave in a longitudinal direction 
relative to the main central axis" which are all narrower statements of the original 
range/limitation. 

16. A broad range or limitation together with a narrow range or limitation that falls within the 
broad range or limitation (in the same claim) is considered indefinite, since the resulting claim 
does not clearly set forth the metes and bounds of the patent protection desired. See MPEP § 
2173.05(c). Note the explanation given by the Board of Patent Appeals and Interferences in Ex 
parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as to where broad language is 
followed by "such as" and then narrow language. The Board stated that this can render a claim 
indefinite by raising a question or doubt as to whether the feature introduced by such language is 
(a) merely exemplary of the remainder of the claim, and therefore not required, or (b) a required 
feature of the claims. Note also, for example, the decisions of Ex parte Steigewald, 131 
USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 
86 USPQ 481 (Bd. App. 1949). In the present instance, claim 97 recites the broad recitation "the 
fourth surface portion of the terminal member is convex in a longitudinal direction relative to the 
main central axis", and the claim also recites "the fourth surface portion of the terminal member 
is concave in a longitudinal direction relative to the main central axis" and "the fourth surface 
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portion of the terminal member is sequentially convex and concave in a longitudinal direction 
relative to the main central axis" which are all narrower statements of the original 
range/limitation. 

17. The term "similar" in claims 100 and 103 is a relative term which renders the claim 

indefinite. The term "similar" is not defined by the claim, the specification does not provide a 
standard for ascertaining the requisite degree, and one of ordinary skill in the art would not be 
reasonably apprised of the scope of the invention. Claim 100 is rejected. 

Claim Rejections - 35 USC § 102 

18. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be enlillcd lo a palcnl unless 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 35 1(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

19. Claims 87-95, and 100-104 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Jafari et al. (U.S. Patent Application Publication Number 2003/0013993). 

In regard to claims 87-95 and 100-104, Jafari et al. disclose a guide wire having an elongate core 
member which extends between a proximal end and a distal end, and defines a longitudinally 

extending main central axis. The guide wire has a distal end which terminates in a terminal 
member extending axially fi-om the guide wire. The terminal member of the Jafari et al. device 
tapers to a distal, elongated leading edge portion (Figure 2). 
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As shown above, the leading edge portion extends in a direction at an angle in the range of 1° to 
90° relative to an axial direction defined by the main central axis. The Jafari et al. device further 
includes a first planar surface portion of the terminal member which converges towards an 
opposite second planar surface portion thereof towards the leading edge portion. The terminal 
member of the device includes a rectangular distal cross section with a circular proximal cross 
section. Jafari et al. disclose the first and second surface portions may also be concave 
(paragraph [0033]). Jafari et al. have first and second surface portions of the terminal member 
which are joined by spaced apart opposite third and fourth planar surface portions. The third and 
fourth surface portions of the terminal member are parallel to each other in an axial direction 
defined by the main central axis. Additionally, the maximum outer transverse cross-sectional 
area of the terminal member of the Jafari et al. device is substantially similar to the outer 
transverse cross-sectional area of the guide wire adjacent the terminal member (Figure 2). Jafari 
et al. disclose a helical coiled sleeve which extends along the core wire fi-om the terminal 
member and terminates at a location intermediate the distal end and the proximal end of the core 
wire (Figure 1). 
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The terminal member of the Jafari et al. device is secured to the sleeve by brazing or soldering 
(paragraphs [0005]; [0025]). Jafari et al. further disclose the sleeve or engaging bore may be 
made of a radiopaque material. 

Claim Rejections - 35 USC § 103 

20. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though ihc invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
maimer in which the invention was made. 

21 . Claims 96-99 are rejected under 35 U.S.C. 103(a) as being unpatentable over Jafari et al. 
(U.S. Patent Application Publication Number 2003/0013993) in view of Shabaz et al. (U.S. 
Patent Apphcation Publication Number 2005/0065453). 

In regard to claims 96-99, Jafari et al. disclose the features of the Applicant's invention as 
described above. Jafari et al. do not specifically disclose having curved third and fourth surfaces 
as part of the device. Shabaz et al. disclose a biopsy device which separates and collects tissue 
fi-om a target site within a patient. The device disclosed by Shabaz et al. includes a probe 
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component having a penetrating distal tip with a first, second and third curved surface. Shabaz et 
al. disclose the penetrating distal tip also having a distal concave portion of a fourth surface 
portion of the tip. The leading edge portion of the tip disclosed by Shabaz et al. is radiused 
having a concave orientation from the first surface portion of the tip to the second surface portion 
of the tip. It would have been obvious to one having ordinary skill in the art at the time the 
Applicants' invention was made to modify a guide wire having an elongate core member which 
extends between a proximal end and a distal end, similar to that disclosed by Jafari et al., to 
include a third and fourth concave surface as a part of the tip design, similar to that disclosed by 
Shabaz et al, to allow penetration of the tip through occluding objects while gaining access to 
desired area. 

22. Claims 105 and 106 are rejected under 35 U.S. C. 103(a) as being unpatentable over Jafari 
et al. (U.S. Patent Application Publication Number 2003/0013993) in view of Hastings et al. 
(U.S. Patent Application Publication Number 2002/0019644). 

In regard to claims 105 and 106, disclose the features of the Applicant's invention as described 
above. Jafari et al. do not specifically disclose the use of a magnetic material for guiding the 
device through to a desired target area. Hastings et al. disclose a guide wire device having a 
magnetic element located at the distal tip of the device to orient the tip as desired. The magnetic 
material is designed to facilitate directing the terminal member through a vascular system by way 
of a magnetic urging means located externally from the patient. It would have been obvious to 
one having ordinary skill in the art at the time the Applicants' invention was made to modify a 
guide wire having an elongate core member which extends between a proximal end and a distal 
end, similar to that disclosed by Jafari et al., to include a magnetic material located at the distal 
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tip of the device, similar to that disclosed by Hastings et al., to provide a mechanism which 
allows the user to orient the distal tip of the device in effort to access a desired target area. 
23. Claim 107 is rejected under 35 U.S.C. 103(a) as being unpatentable over Jafari et al. 
(U.S. Patent Application Publication Number 2003/0013993) in view of Wagner (U.S. Patent 

Number 5,135,483). 

In regard to claim 107, Jafari et al. disclose the features of the Applicant's invention as described 
above. Jafari et al. do not specifically disclose using the guide wire in a re-canalising procedure. 
Wagner discloses a device and method for re-canalising a vascular occlusion in a human or 
animal subject. The device disclosed by Wagner includes method steps comprising urging a 
terminal member of a guide wire through an occlusion within the body of a patient. Wagner 
discloses using this procedure to remove occlusions fi-om the lumen of the vessel. It would have 
been obvious to one having ordinary skill in the art at the time the Applicants' invention was 
made to modify a guide wire having an elongate core member which extends between a proximal 
end and a distal end, similar to that disclosed by Jafari et al., to include method steps of use 
which employs the device to remove occlusions fi-om a body vessel, similar to that disclosed by 
Wagner, to clear arteries and veins of occluding material. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Fangemonique Smith whose telephone number is (571)272-8160. 
The examiner can normally be reached on Mon - Fri 8am - 4:30pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an appUcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

FS 

/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



